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DETAILED ACTION 

Receipt is ad^nowledged of applicant's Amendment/Remarl<s filed 4/2/2008. 
Claim 1 has been amended and Claim 5 has been cancelled. Thus, claims 1-4 
are currently pending. 

Maintained Rejections 

The following rejection has been maintained from the previous Office Action 
dated 1/4/2008: 

Claim Rejections - 35 USC § 102 
The following Is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an International application filed under the treaty defined In section 
351 (a) shall have the effects for purposes of this subsection of an application filed In the United States 
only If the International application designated the United States and was published under Article 21(2) 
of such treaty In the English language. 

Claims 1^ stand rejected under 35 U.S.C. 102(a/e) as being anticipated by 
Hsu (US 2004/0037886 A1). 

It is noted that the instant claims are product claims and any intended use 
recitation, such as "for the treatment of atherosclerotic vulnerable plaque" in claims 1-4, 
"configured to maintain vessel patency and to provide structural support for a fibrous 
cap of a vulnerable plaque lesion" in claim 1 , or "for treating at least one of the fibrous 
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cap..." also in clainn 1 , does not alone show patentable distinction. A recitation of 
intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed 
invention from the prior art. In other words, if the prior art structure is capable of 
performing the intended use, then it meets the claim. 

Hsu teaches drug eluting coatings for medical devices, said coatings contain at 
least one therapeutic agent dispersed in biologically active binders (abstract). One 
particular embodiment described by Hsu is a medical device comprising at least one 
coating layer which contains at least one therapeutic agent dispersed in the biologically 
active binder and a cap coating (claim 17). Said cap coating comprises polymers (claim 
23). Said therapeutic agents are chosen from the group consisting of paclitaxel, 
sirolimus (rapamycin), tacrolimus, everolimus, actinomycin-D, dexamethasone, 
mycophenolic acid, cyclosporins, estradiol, and combinations thereof (abstract; 
paragraph [0023]; claim 22). Said medical devices taught include balloon expandable 
stents and self-expanding stents (paragraph 0013; Examples). 

It is noted that estradiol is a synonym for 17 beta estradiol and beta estradiol and 
sirolimus is a synonym for rapamycin as evidenced by The Merck Index. 

According to MPEP § 2131 .02, it is further noted that the therapeutic agent 
Markush group taught by Hsu also reads on the particular combination of "a rapamycin 
and 17 beta-estradiol". MPEP § 2131 .02 states. 

In In re Schauman, 572 F.2d 3 1 2, 1 97 USPQ 5 (CCPA 1 978), claims to a specific 
compound were anticipated because the prior art taught a generic formula embracing a 
limited number of compounds closely related to each other in structure and the properties 
possessed by the compound class of the prior art was that disclosed for the claimed 
compound. The broad generic formula seemed to describe an infinite number of 
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compounds but claim 1 was limited to a structure with only one variable substituent R. 
This substituent was limited to low alkyl radicals. One of ordinary skill in the art would 
at once envisage the subject matter within claim 1 of the reference.). 

Because Hsu teaches a finite group of compounds and combinations tliereof, one of 

ordinary skill in the art would at once envisage the particular combination of "a 
rapamycin and 17 beta-estradiol". Thus, Hsu anticipates the instant claims. 

Response to Arguments 

The cancellation of claim 5 renders the objection and rejection under 35 USC 
102 moot and therefore said objection and said rejection have been withdrawn for said 
claim. 

Applicant's arguments with regard to the rejection of claim 1-4 under 35 USC 102 
over Hsu have been fully considered but they are not persuasive. 

Applicant argues that at Figure 68 and paragraphs [0278]-[0280] of the published 
application provide evidence that the combination of the two compounds is more 
effective than either drug alone. Applicant also argues that Hsu discloses a laundry list 
of compounds and does not disclose the specific combination. 

In response, it is respectfully submitted that the examiner has reviewed the 
portions of the specification that applicant believes support for an unexpected result can 
be found. Said portions of the specification are concerned with the combination of 
Panzem® and sirolimus. Sirolimus is known as a synonym for rapamycin and 
Panzem® is known as 2-methoxyestradiol or methoxy-beta-estradiol which is a 
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metabolite of 17-beta estradiol or estradiol. See paragraph [0478] of the published 
application. Panzem® is not 17-beta estradiol. The claims are currently drawn to the 
combination of rapamycin and 17 beta-estradiol, thus Figure 68 and paragraphs [0278]- 
[0280] are only applicable to the combination of Panzem® and sirolimus, not the 
claimed combination of rapamycin and 17 beta-estradiol. Thus the evidence provided is 
not commensurate in scope with the current claims. 

It is further respectfully submitted that Hsu teaches 9 compounds, 2 of which are 
rapamycin and estradiol, which can be used in combination with one another 
(paragraph [0023]. Contrary to applicant's assertion, Hsu clearly does not disclose a 
laundry list of compounds. Rather, Hsu teaches a finite number of compounds. As 
discussed in the rejection above, MPEP 2131 .02 explains that claims to a specific 
compound may be anticipated if the prior art teaches a generic formula embracing a 
limited number of compounds. Hsu teaches a limited number of compounds and 
combinations thereof, thus according to MPEP 2131.02, Hsu anticipates the claimed 
combination. 

For these reasons, applicant's arguments are not persuasive. Thus, the rejection 
of claims 1-4 under 35 USC 102 over Hsu is maintained. 

Pertinent Art 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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Hossainy et al. (US 2003/0104028 A1) teaches stents that are coated with a 
polymer and a therapeutic substance (abstract). Claims 4 and 15 teach the particular 
therapeutic agents, estradiol and rapamycin. 

Hossainy et al. (US 2005/0287184 Al) teaches stents coated with a polymer and 
the particular combination of estradiol and rapamycin (claims 1-6). 

Llanos et al. (US 2005/0004663 Al) teaches coated stents, the coating 
comprising at least one therapeutic agent and a polymer (claim 1 ). Llanos also teaches 
the particular combination of 17 beta estradiol and rapamycin (paragraph 0492). 

Fennimore (US 20050232964 A1) teaches a drug eluting medical device 
comprising a stent and a coating comprising a polymer and a therapeutic agent (claims 
10-13). Fennimore also teaches the particular combination of 17 beta estradiol and 
rapamycin (paragraph 0486). 

Conclusion 

All claims have been rejected; no claims are allowed. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Casey Hagopian whose telephone number is 571-272- 
6097. The examiner can normally be reached on Monday through Friday from 8:00 am 
to 5:00 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carlos Azpuru, can be reached at 571-272-0588. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Casey S Hagopian/ 
Examiner, Art Unit 1615 



/Carlos A. Azpuru/ 

Primary Examiner, Art Unit 1615 



